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DETAILED ACTION 



Information Disclosure Statement 

1 . The information disclosure statement filed 28 May 2004 fails to comply with 37 
CFR 1.98(a)(3) because it does not include a concise explanation of the relevance, as it 
is presently understood by the individual designated in 37 CFR 1.56(c) most 
knowledgeable about the content of the information, of each patent listed that is not in 
the English language. It has been placed in the application file, but the information 
referred to therein has not been considered. This objection is referring to FR 2312264. 

Specification 

2. The lengthy specification has not been checked to the extent necessary to 
determine the presence of all possible minor errors. Applicant's cooperation is 
requested in correcting any errors of which applicant may become aware in the 
specification. 

Drawings 

3. New corrected drawings in compliance with 37 CFR 1.121(d) are required in this 
application because there are handwritten corrections made to some figures. Applicant 
is advised to employ the services of a competent patent draftsperson outside the Office, 
as the U.S. Patent and Trademark Office no longer prepares new drawings. The 
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corrected drawings are required in reply to the Office action to avoid abandonment of 
the application. The requirement for corrected drawings will not be held in abeyance. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 16, 38, 46, 63, 67 and 74 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. The specification does 
not disclose the use of one of the expandable and contractible elements as a sealing 
device. Furthermore, the specification also fails to disclose the difference between a 
native and artificial sealing device. 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
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applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

7. Claims 1-6, 10, 11, 13, 16-27, 31-33, 35, 38-43, 46-52, 56-58, 60, 63-71 and 74 
are rejected under 35 U.S.C. 102(a,e) as being anticipated by Samuels (US Patent 
5,908,435). 

8. Regarding Claim 1 , Samuels'435 discloses a device for removing material from 
the body, such as blood clots in a vessel (column 1, lines 5-12) containing a catheter 
(21) having a distal end (22) and a proximal end (11) with a lumen (12) extending 
through, a first expanded and contractible (column 5, lines 7-9) vessel occluding 
member (62) positioned distal to the distal end (22) of catheter (21), and a second 
expandable and contractible (column 3, lines 55-57), annular space-blocking element 
(9) positioned between the first element (62) and the distal end (22) of catheter (21). A 
membrane sleeve (40) covers second expandable and contractible element (9) (column 
4, lines 28-42). 

9. Regarding Claim 2, Samuels'435 discloses that the second element (9) is 
positioned at and extends from the catheter distal end (22) (see Figure 1b). 

10. Regarding Claim 3-6, Samuels'435 discloses that the second element (9) 
contains multiple wing, malecot type elements (9, Figure 1b) and is covered by a 
membrane (40). 

1 1 . Regarding Claim 10,11,13, Samuels'435 discloses that the second element (9) 
contains spaced apart structural members (9, Figure 1b) and a membrane (40) (column 
4, lines 28-42). 
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12. Regarding Claim 16, Samuels'435 discloses that first element (62) seals the 
vessel when expanded (see Figure 3e). 

13. Regarding Claim 17, Samuels'435 discloses that the second element (9) is 
funnel-shaped when in its expanded state (see Figure 1b). 

14. Regarding Claim 18, Samuels'435 discloses that second element (9) has 
longitudinally shaped openings (between elements 23). 

1 5. Regarding Claim 1 9, Samuels'435 discloses that the first element (62) is 
movable relative to the second element (9) (column 4, line 66 to column 5, line 26). 

16. Regarding Claim 20, Samuels'435 discloses that the membrane (40) is 
impermeable (column 4, lines 28-42). 

1 7. Regarding Claim 21 , Samuels'435 discloses that the membrane (40) is 
elastomeric (column 4, lines 28-42). 

18. Regarding Claim 22, Regarding Claim 1, Samuels'435 discloses a device for 
removing material from the body, such as blood clots in a vessel (column 1 , lines 5-12) 
containing a catheter (21) having a distal end (22) and a proximal end (11) with a lumen 
(12) extending through, a first expanded and contractible (column 5, lines 7-9) vessel 
occluding member (62) positioned distal to the distal end (22) of catheter (21 ), and a 
second expandable and contractible (column 3, lines 55-57), annular space-blocking 
element (9) positioned between the first element (62) and the distal end (22) of catheter 
(21) (see Figure 1b). Further, Samuels'435 discloses that the second element (9) is 
funnel-shaped when in its expanded state (see Figure 1b) and that second element (9) 
has longitudinally shaped openings (between elements 23). 
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19. Regarding Claim 23, Samuels'435 discloses that the second element (9) is 
positioned at and extends from the catheter distal end (22) (see Figure 1b). 

20. Regarding Claim 24-27, Samuels'435 discloses that the second element (9) 
contains multiple wing, malecot type elements (9, Figure 1b) and is covered by a 
membrane (40). 

21. Regarding Claim 31-33, and 35, Samuels'435 discloses that the second element 
(9) contains spaced apart structural members (9, Figure 1b) and a membrane (40) 
(column 4, lines 28-42). 

22. Regarding Claim 38, Samuels'435 discloses that first element (62) seals the 
vessel when expanded (see Figure 3e). 

23. Regarding Claim 39, Samuels'435 discloses that the first element (62) is 
movable relative to the second element (9) (column 4, line 66 to column 5, line 26). 

24. Regarding Claim 40, Samuels'435 discloses that the first element (62) is a 
balloon (column 5, lines 1-26). 

25. Regarding Claim 41 , Samuels'435 discloses a device for removing material from 
the body, such as blood clots in a vessel (column 1, lines 5-12) containing a catheter 
(21 ) having a distal end (22) and a proximal end (1 1 ) with a lumen (1 2) extending 
through, a first expanded and contractible (column 5, lines 7-9) vessel occluding 
member (62) positioned distal to the distal end (22) of catheter (21 ), and a second 
expandable and contractible (column 3, lines 55-57), annular space-blocking element 
(9) positioned between the first element (62) and the distal end (22) of catheter (21), 
and a support element (44) extending from the distal catheter end (22). Further, 
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Samuels'435 discloses that second element (9) is funnel-shaped when in its expanded 
state (see Figure 1b) having longitudinally shaped openings (between elements 23) and 
the second element (9) also contains spaced apart longitudinal members (23). 

26. Regarding Claim 42, Samuels'435 discloses that the support element (44) is 
housed within catheter (21) (see Figure 3a, 3b, or 3c). 

27. Regarding Claim 43, Samuels'434 discloses that the support element is slidably 
housed within the catheter (21 ) (column 4, line 53 to column 5, line 4). 

28. Regarding Claim 46, Samuels'435 discloses that first element (62) seals the 
vessel when expanded (see Figure 3e). 

29. Regarding Claim 47, Samuels'435 discloses a device for removing material from 
the body, such as blood clots in a vessel (column 1, lines 5-12) containing a catheter 
(21) having a distal end (22) and a proximal end (11) with a lumen (12) extending 
through, a first expanded and contractible (column 5, lines 7-9) vessel occluding 
member (62) positioned distal to the distal end (22) of catheter (21 ), and a second 
expandable and contractible (column 3, lines 55-57), annular space-blocking element 
(9) positioned between the first element (62) and the distal end (22) of catheter (21 ). 

30. Regarding Claim 48, Samuels'435 discloses that the second element (9) is 
positioned at and extends from the catheter distal end (22) (see Figure 1b). 

31 . Regarding Claim 49-52, Samuels'435 discloses that the second element (9) 
contains multiple wing, malecot type elements (23, Figure 1b) and is covered by a 
membrane (40). 
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32. Regarding Claim 56-58, and 60, Samuels'435 discloses that the second element 
(9) contains spaced apart structural members (23, Figure 1b) and a membrane (40) 
(column 4, lines 28-42). 

33. Regarding Claim 63, Samuels'435 discloses that first element (62) seals the 
vessel when expanded (see Figure 3e). 

34. Regarding Claim 64, Samuels'435 discloses that the second element (9) is 
funnel-shaped when in its expanded state (see Figure 1b). 

35. Regarding Claim 65, Samuels'435 discloses that second element (9) has 
longitudinally shaped openings (between elements 23). 

36. Regarding Claim 66, Samuels'435 discloses that the first element (62) is 
movable relative to the second element (9) (column 4, line 66 to column 5, line 26). 

37. Regarding Claim 67, Samuels'435 discloses that first element (62) seals the 
vessel when expanded (see Figure 3e). 

38. Regarding Claim 68, Samuels'435 discloses that the first element (62) is a 
balloon (column 5, lines 1-26). 

39. Regarding Claim 69, Samuels'435 discloses a device for removing material from 
the body, such as blood clots in a vessel (column 1 , lines 5-12) containing a catheter 
(21) having a distal end (22) and a proximal end (1 1) with a lumen (12) extending 
through, and a second expandable and contractible (column 3, lines 55-57), annular 
space-blocking element (9) positioned at the distal end (22) of catheter (21 ). Further, 
Samuels'435 discloses that the annular space-blocking element (9) is funnel-shaped 
when in its expanded state (see Figure 1b) for receipt of material (52) (see Figure 3d 
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and 3e). Samuels'435 also discloses that the annular space-blocking element (9) 
contains spaced apart structural members (23, Figure 1b) and a membrane (40) 
(column 4, lines 28-42). 

40. Regarding Claim 70, Samuels'435 discloses that the membrane (40) is 
impermeable (column 4, lines 28-42). 

41 . Regarding Claim 71 , Samuels'435 discloses that the membrane (40) is 
elastomeric (column 4, lines 28-42). 

42. Regarding Claim 74, Samuels'435 discloses that element (9) seals the vessel 
when ring (26) is expanded (see Figure 3b and 3e). 

Claim Rejections - 35 (JSC § 103 

43. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

44. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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45. Claims 7-9, 12, 14, 15, 28-30, 34, 36, 37, 44, 45, 53-55, 59, 61, 62, 72, and 73 
are rejected under 35 U.S.C. 103(a) as being unpatentable over Samuels'435, as 
applied to Claims 1, 22, 41, 47, and 69, in further view of Hart, et al. (US Patent 
5,868,708). 

46. Samuels'435 discloses the limitations of Claim 1 , 22, 41 , 47, and 69, as 
described above. Samuels'435 does not teach that the first expandable element 
comprises a braided element with spaced apart structural members covered or the use 
of a sheath on the first element. Samuels'435 also does not disclose that both elements 
are covered with a braided element. 

47. Hart'708 teaches the use of a first expandable and collapsible (column 8, lines 
61-64) element (56) and a second expandable and collapsible (column 8, lines 61-64) 
element (62) (Figure 10) in a surgical device for removing obstructing material in a 
vascular conduit (column 1, lines 11-26). Regarding Claim 7, 28 44, and 53, Hart'708 
teaches that the first element (56) is surrounded with a braided element (66, Figure 10) 
in order to be used for improved removal of occlusive material and traction (column 1 , 
line 60 to column 2, line 15). Regarding Claim 8, 9, 29, 30, 54, and 55, Hart'708 teaches 
that the first element (56) contains spaced apart structural members (66, Figure 10) and 
a membrane (balloon, 62) because the membrane (balloon) is used to expand and 
contract the braided element, in which the spaced apart structural members make the 
braided element expandable and contractible (column 2, lines 37-51 and column 7, lines 
48-54)). Regarding Claims 15, 37, 45, and 62, Hart'708 teaches that the inside surface 
of the first expandable element comprises a braided element (66) covered with a 
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membrane (balloon, 62) in order to expand the first element. Therefore it would have 
been obvious to one skilled in the art at the time the invention was made to use a 
braided element on the first expandable element because it is useful for removing 
occluding material from an artery because it provides traction. 

48. Regarding Claim 12,14, 34, 36, 59, and 61 , Hart'708 teaches that the first 
element (56) is surrounded with a braided element (66, Figure 10) and the second 
element (62) is also surrounded with a braided element (64, Figure 10) in order to 
create a space between the two elements for capturing emboli debris when the device 
is in use (column 4, lines 8-22). Both braided elements contain structural members 
(column 7, lines 25-39) in order to retain the membranes (both labeled as 62 in Figure 
10). Therefore it would have been obvious to one skilled in the art at the time the 
invention was made to require that both expandable and contractible elements contain 
structural members in order to retain the balloon. 

49. Regarding Claim 72, Hart'708 teaches that the expandable and contractible 
element (56) contains a braided element (66, Figure 10) in order to be used for 
improved removal of occlusive material and traction (column 1, line 60 to column 2, line 
15). 

50. Regarding Claims 73, Hart'708 teaches that the inside surface of the expandable 
element (56) comprises a braided element (66, Figure 10) covered with a membrane 
(balloon, 62) in order to expand the first element. 



Application/Control Number: 10/747,813 Page 12 

Art Unit: 3734 

51 . Therefore it would have been obvious to one skilled in the art at the time the 
invention was made to use a braided element on the first expandable element because 
it is useful for removing occluding material from an artery because it provides traction. 



Conclusion 

52. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Lenker, et al. (US Patent 5,683,451). 

53. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lindsey Bachman whose telephone number is 571-272- 
6208. The examiner can normally be reached on Monday to Thursday 7:30 am to 5 pm, 
and alternating Fridays. 

54. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hayes can be reached on 571-272-4959. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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55. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Imb 

MICHAEL J. HAYES 
SUPERVISORY PATENT EXAMINER 




